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DECLARATION OF DR. GREGORY L. RUFF 

I, Dr. Gregory L. Rufi^ declsro as follows: 

1. lamaUmtodStatesdtizcnandmydiimicilfiaddfeaaia 113 Camphall Ijma, <>gpri 

NC 27514. 

2. I am an inveiitiir an trnvewnl pafcearrta and pgiMjlng pyt^t flpplieatiftUff AwmMn^ TwillTftd 

tteroec om iec io tB and ButuieB,dong with tttw 
pending aiipUcBiicma la aet finih in Bddbit A. 

3. I received an ]SU>. fiomttielMvmtty of Mici^^ 1978.IcoBiplet)Bda 
general surgical legidency at St JoaqdiMercyHbqiitalin Ann Arbor fliMn 1978 to 1983^ 
and fiom 1 9S3 to 1 986 1 oompleted a residency in plaatto aingecy at Didce Umveiaity 
Medical Ceoter. Li 1 986, 1 joined Duke Uuveraity Medical Center as an Aastatant 
Piofiesor in the Department of SuEgBT^ 

pracdoe as a result of injuri » anfieied in an accident la November of 2002» I left Duke 
Umversity Medical Center to start my private clinical imtctice^ yMdh I maintain today, 
and I resumed augioBl praotioe in Deoeniber of 2002. 
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4. I am fllao a founder mf QmHI Mtidfcfil, Inn ^ u^jcll iff t^^^mm rif »lin<yA pflfmtft fltlTl 
IMtent iqqyliiadoiis on iiiMch I am an 

(ExhibhA). QrigMly founded aaDeniiaBra|)U€8|Inc.«Qumi^^ 

formally eiipmlzed into its pTM^ I 

han^ been a ooiisultanttDQum Medical, 14»2000. 

5. Tbefbirttlme I treated padants using proto^^ 
Duke University Medical Center, and I eoxiti^^ 

piDtotypelNttbedsutun» until tlmqpEi^ Tomybestteoolleedon^Itrealed 14 

padents In 16 procedures during the period between Junep 1993 and spring of 2001, using 
about 35 prototype baibed sutotes. 

6. For patients treated betvyeenJune» 1993, and January^ 2000, 1 made 
sutureabyhandintheopexatingroomjvstpdortoizeali^ These hand-made 
barbed sutures were piqsared by takiog conmien^^ 

Mi^con or PDS^n having a curved iieedte at one end, aiid cutting a 
each suture using a sterile scalpel in a sterile field The cuttfaig was done using deiqps to 
secure the plain suture to a surgioaltmy. My inlcntionvvaa tociitbarbstntothesutuiest 
longitudixiaUy spaced imervab to jModuce a rm 

Icagdi of the suture. Multiple barbs fodog one end of the ' 
of flu) suture, and then the sutme wna turned fldis^y oo the sc^^ 
ofcuta. 11ieimpfedaioaoftfaflhaiKl<utting1edmique,h0wew 

pattern^ and na maMmamMfa ymm iAiren mr nr nprigal mggpwfiftflfimt namA At&mm\f^f^ 

tfie uniformity or pxedaionofthe cut barbs. Bari» ware cut in llie suture to obtahi a bi- 
directional arrangement of s^arate groiqia of barbs on each sntuiei 

7. Once niade, a prototype barbed suture was idacediniD a patiently 
tiie Guri^ needle, viAidi was already attached to the suture^ in Older to 

end and one part oftfaebi^lfancdonal suture into Oepafieiit'siu^ To insert tihcotfuar 

end of the suture^ eifoer a singte **eyelaf' needle was attached ti) the ^ 

and inserted into the patient, or a trocar was passed tiirough the tissue to the entrance 

point and the remainder of liie barbed suture passed into tfie trocar which was tlm 

removed. 
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8. BegiiiiiioginNcn^ember»2000.ui^ 

V^oMypc baibed sutures made fimnaniiiiierQially availoUe sutures (size OPDS fiom 
EtfaicoiO Aat were cut with a precision, nm^^ 

canstmcted by, and obtained under en agreeounit^tfa, Quill Medical, Im. (seeBsfaibit 

B). This device permitted muMple haghs to he cut at a siafl^ tim^ and al IrnifeH tim 

sutme te be turned aiq;>toxiniately 120 degrees fbr anofl^ 

oflftet longitiadinfilly in order to achieve a helical amy in the final prototype baAed 

sutuit. Sutures wiA a hi-dtrectiQttalartanBBmentofbaibe were made 

device, and a second needle was swaged onto the fice end of the suture. Iwasalsounder 

an obligation of confidentiality with Quill Medical, Ine., during this period as a 

consequence of my confidentiality and inventicns agreement with the Cotnpat^ (see 

BxhihitC). 

9. Ihepatienis treated with prototype baAed sutures A 

until apriiig, 2(K)1, wure treated in a varied of ways Id reairauL^ 
the closure of cutaneous and deq)^ wounds. These procedures included: fit mr ctionof 
severe ectropion of the ispilateral lower eyelid; shoTtening of ti^ vertical dimension of 
the upper lip: symmetrical positioning of Ac inftamammaiy fold in ammeUtiAy^ tyfth 
'placemmtofabreastpratbeses; closure ofa wound fiom an excisional biopsy arid 
corrcctLon of ptotic brows, necks and cheeks. 

10. Following each of the suited procedures described above^ I perfi^^ 
fhllDw^i^ visit with the patient to detetmine the effectivenas of the prototype barbed 
sutures and the cosmetic results usit^ such sutures in the difieccnt surgical pcoceduieSi as 
well as to observe tlie durability of fliB sutures. For a miyortty of patientSi I also had 
additional ftUow^i^ visits to fiuther observe die efiGsctiveneas and durability of the 
baibed suture prototypes. A detailed descr^tion for these padenta and their txeafment 
Mows b the subsequent patagrqihs. A summary ofthe treatment and outcomes for 
most of these patients is summarized in tlie attadied Exhibit D. 

1 1 . In June of 1 993 » I treated a patient widi a deformity attributalde to a gun shot wound by 
siqspordng the elevation of the left side of the palie^ 
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suture usiiig a Aoedle for pladiig (»e end of the sut^ 
otfier cod of Ibo sutnie. 

12. b Deceniber of 1993, 1 Izeated an ot^^ 
upper Up covered too mudi of his iipper 

Aortaning of the vertical dimens^ Quo piototype 

bariwd Botun was placed <m either ade of 

vcnnUion of Ae Up to the base ofdieiu>8e with die tzaziaition point xuidvvay along the 
suture. Anaodestinqprovemeiitwasaeenonaeopeiradng^ 

as I followed hiaprogresa over 8evaaIniond]& Ihenwasnoiioduetlaaiieieactianfioin 
^ suture despite the hi^ily mobile nature of lUa portion 

13. Ih December of 1993. 1 treated an odmwlse heal% 

Sl lrtaifiwd an ahragioii of her ri^ malar emfa e nff e whiA mriiifniiiri Anm ly^^ ^ 

superflGial aspect of the bone. A tissue esqsander was used infinlor to fliedeftct to create 
oew sUn; bowever,*the resulting scar contracture caused a severe ectK^icn 
4^lateral lower eyelid. This necessitated at teasttiUM other piooediiree to elevate 
tiglfaten the lower lid. I&threeoftlie8epn)oedures,apn)to1ypebaibedaaturewasused(D 
help reduce the tendency of dw lower Ud to retract about its late^ The transition 
point of the piDtof;]^ barbed 8Uture» at wfaidi die baibs c^^ 
the lateral cantfifil tendon and extended medially under tlw lower ^Ud and laterally 
towazd tlie temple. To ovoid compromise ofthe zygomatic braiidiee of the 
tlie prototype barbed suture was placed very siqierfidaUy within the attermatad expanded 
skin. In one inataiice» this was weU tolerated aridspontsneouaty resort 
otlieryaporti(ui ofthe suture became oqiosed and it was removed due to subsequent 
infliuiiniation. It was feh that the prototype barbed suture contributed to the success of 
the lower lid reconstruction in each instance. 

14 Jn December of 1993, 1 also treated a wonm with a piotoQ^ barbed 
attempt to correct a scar on her upper Up. 

15. [n Febniaiy of 1994, 1 treated a cfaUd widi proto^ barbed sutures in an 

naiiowawri>of skin located between hor eyes. I placed a prototype barbed suture across 
the upper bridge of her nose. 
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16. In August of 1995. 1 tieatod ayoiiog manvnth bIowo eyelid lesion, using a prototype 
barbed suture to dose flic lesifm. 

17. Atq>proxizna2elythe8ametimea8tre8tmB^ 14-16, 
above, I also used a proto^ bacbed wtture in an adult 

a small exdsional bigpgy of a cuIbbcqim ImHwi e vtenrffitig Anwn Intty ftt^ g^bcutaneouB 
tissue. The single pcDtDtype barbed suture udUzpdnieasuisdappra 

iangth and was plaead In ^ npfttfinSiil Milv>iy»yfffl|m j^gf j^p ttT thf FPtiailflr dcmrifl at 
anglea to tfac innirifin wth tta teanairiofn pnltrt ftg Indsifm. Standard sUn SUtmes 
WTO used to Ctoaelhc outer portton of the Indalon and flm wmiivf KttJed uniffV ™*fi*Wy 
ThealtCTnativetoifaflpiototypebai^ 
0 or 4-0 Vicqrl suture knotted conventionally. 

18. Ilie prototype barbed suture wss also utilized In an ot^^ 
tvranties who underwBQl hilatecal bteast augmentation 

subpectoral plamnfint of the hresst piosthesea in May of 1998. PostopefBtively. her 
tight infiamanmiaiyfoM was inferior 

inAamammaiy incision as was reconuDGndod. Aocoidingly, the axilla was n(q;woed»^ 
pnistfaeses removed aM utiliring a fibecoinio aoope^ prol^^ 
peroulaneously lliD9Ugh the diest waU si^Mzfic^ 
The swaged-^ needle was introduced fiist and alcing wlfh the ^ 
portionof the pioioiype barbed suture, were passed thn)ug}i the podcst a 
aqpectoftheci^aular scar and periosteum of the rib. Thoretcogiadebaibed segment was 
sheali i edina 16-fauge l^ypodennic needle which was withdrawn nee tldap^ 
prototype bari)ed suture entaed the anterior chest wall. The transitioQ point fhersfereh^ 
withb the compressed pocket which was dSTcctively closed off at this level by smiggiqg 
down the anterior chest wall. Four oftbese prototype baibed sutures woe used after 
which the breast i»osthcsis was replaced and ^ axillary wound closed The 
infi amamm aiy fold was thereto restored to a symmetrical position and the patient 
recovered uneventfully utiliying compression fitmi her support garments to help maintain 
the fold at ttus level. Thus, £Dur i»ototype barbed sutures e£EectiveIy closed the in&rior 
portion of the prosthetic pocket without ulilizmg any conventional sutures. 
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19. In Janiiaiyctf 2000. a prototype bafb^ 

wifhaptoticbtow. Odo prototype baibedsutuie moused in a verticd 

eadiade of the tbajdiead extending si^ierioily fiwi die Junction of the mtddle end latetd 

diizdoffhe^hiowwtfaitBtimshUm point jua^ Itwasplaoedot 

a depth midway between tiiealdn and fitrntalianmscle. Hie brow was elevated 6 mm 

failateiaUy and &Uaw^ in 17 mondu levealed that flie lift lud 

that tlimstiU appealed to be partial conect^ lUa type ofbrow lift was 

used in three oOerhealtfay women 34, 58 and 59 yean old. One prototype baibed nitnte 

was used only on die ri^ aide of the two youiigetpatienta. lament offhe 58 and 59 

year old women is discussed in paiagrqih 21 bdow. 

20. In November of 2000, 1 used for tfaie first time piotDtyi^ 

precision, manually-operated, fbfaricatiGadevi^ Itreateda 
53 year-old patjent coneemed about aging changes of tier n^V wnil iippw ehmm)ni 
placiDg prototype barbed sutures in theaelocaticHis. Ito neck was tzeetBdaa described 
ftir the patient in paragr^h 22. below, woiie the transition point fbr the prototype barf)ed 
sutures of this paderit's tvper dicdcB waa at die artterior riiaf]^ of litt 
level of the eye. 

21. Sidisequeot to Noimmber, 20001 butbefim spr^ 

placed as described above in paragrqih 19,bntmfhe58yeat^IdpadcDtmaBtitwas 

placed deep to the ftnnialis musele, fat an aHampt to mltitmlgi^ ftg pftjpaHlityj WUlebotfa 

padetrts tolerated the prototype barbed suture placement well poat-operadvaly, die older 
potieat had recurrence of the brow ptosis within two ruontfas vAlch may have been due to 
itsdeptiL She had noticed some pulling and 'snapping* sensations wlieti she raised and 
lowered her right eydmw. The location ofthe prototype barbed suture in the loose pbuie 
over vMch, the forehead moves may have deflected die barbs causing these feelings 
which subsided UL 4-6 weeks. The 59 yeaiH)ld patient's ptoticbnyws were lifted wifiitm 
prototype barlxd sutures on each side cotnbmed with a chemical peel of her forehead. 
Ongoing foUow^up shows no untoward suture reacdon and residual conecdonat two 
months. 
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22 . Also aubseqpieot to November, 2000| but before spring, 200 1 , 1 used a prototype bazbed 
suture placed ia an otheiwffle healtby 60 yeftNld WD^^ 

skmofberiiockazidlcyvverGheekv. llie sutures were placed in a linear fiohionU^^ 
in each of these areas ii¥idi the trsnsition point of die suluce ovedylng the stamomastold 
nmsde and posterior cheek, respective. The portion of die prototype baibedsubue 
posterior to du8 pohit iKOs approximately 3 cm wfallB the por^ 
. anterior to Ihia pdtd measured qjl^ 

23. AU of die prot0t}pe barbed sutures pU»ed in die cheeks and oecb 

b pangrq^ 22 and 20 were in the subcutaneous idane and aU resulted hi m 
hmiuKilaleconwtionofdiosIdn laxity in th^ However, the ends of die satuies 

hi eadi patient's neck and diose m tf» younger patient's iqq^ 
about their rnedial ends in the period from one to diree weeks post pl^^ Thepe 
Were subsequently removed under kK»l anesthesia and die portion of die suture that was 
recovered cotrtained baibs in one direction tjaaiy auggestltig dig* they broke at dirir 

. tranaitiun point EvaluaHon mem wifiirftg nuqp^fi^ifRfl 8UTimlfmn»^ |fl]y ^ffjjth thPSft 

placed in diese pedents reveakd diot die barf)8 cut at opposing direcd^ 
the tranajtion point; thereby wnnknning the suture at this juncture. The cuttbg blades of 
die &bricadon device weie a^usted to correct diis problem and tlie proto^I^ 
sutures above the nedc and upper dieeks of tiic younger padent were replaced and well 
tolerated widi improvemetit lasting at least fluee moodis post 

24. The padents described above were generaUy infbnned dud 

oonvradonal sutures nuidiiied by barbfaig of die suture filam^ The surgicai assistants 
in tlie operatiag room also had general kno^edge of the pioto^pe barbed sutures. 
Reconstcucdve patients were usually under general anesthesia^ wfaezcas the patients being 
treated cosmedcally were under either general or local anesthesia depending on the case. 
All patient n^cal records were under obligadona of coofidendality pursuant to die 
policies of Duke Univeraily Medical Center. 

25. A summary of my experience vridi proto^npe barbed sutures as set forth above was 
submitted by QuiU Medical, Inc^ to the Food and Drug Admi^^ 

applicadon for clearance of a 'TDS II Syndiedc Afcaotbable SuigiGal Suture," This 
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5100c) qn^c»d(m submitted on Oc^ 
2004. Acopyoffhiasiiaiiziaiyisattaidied^^ 

I hereby declare tiiat all statemaits made herein of toy own knovriedge ara true, and that ell 
stat ni Tifl fH a mado on infonoation and bcltef are believed to he tnie; and jtohftr, ihmf 
statenumts are made with tbe knowledge that willfial £Edse statements, and die like so ^^^^^ are 
punishable by fine or imprisonmentp or both, under Section 1001, Tide 18 of the United States 
Code, and that such wilUul fidse statements may jeopardize the validity of the applicadonor any 
patent Issuing tlieieon. 
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